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the United States receive compensa-
tion under § 14.95, in accordance with 42 
U.S.C. 210(c). 

§ 14.130 Conduct of TEPRSSC meeting; 
availability of TEPRSSC records. 

(a) In accordance with 42 U.S.C. 
263f(f)(1)(B), all proceedings of 
TEPRSSC are recorded, and the record 
of each proceeding is available for pub-
lic inspection. 

(b) All proceedings of TEPRSSC are 
open except when the Commissioner 
has determined, under § 14.27, that a 
portion of a meeting may be closed. 

Subpart H—Color Additive 
Advisory Committees 

§ 14.140 Establishment of a color addi-
tive advisory committee. 

The Commissioner will establish a 
color additive advisory committee 
under the following circumstances: 

(a) The Commissioner concludes, as a 
matter of discretion, that it would be 
in the public interest for a color addi-
tive advisory committee to review and 
make recommendations about the safe-
ty of a color additive on which impor-
tant issues are pending before FDA and 
for interested persons to present infor-
mation and views at an oral public 
hearing before a color additive advi-
sory committee. 

(b) There is an issue arising under 
section 721(b)(5)(B) of the act con-
cerning the safety of a color additive, 
including its potential or actual car-
cinogenicity, that requires the exercise 
of scientific judgment and a person 
who would be adversely affected by the 
issuance, amendment, or repeal of a 
regulation listing a color additive re-
quests that the matter, or the Commis-
sioner as a matter of discretion deter-
mines that the matter should, be re-
ferred to a color additive advisory com-
mittee. 

(1) Paragraph (b) does not apply to 
any issue arising under the transi-
tional provisions in section 203 of the 
Color Additive Amendments of 1960 re-
lating to provisional listing of com-
mercially established colors. A color 
additive advisory committee to con-
sider any such matter will be estab-
lished under paragraph (a) of this sec-
tion. 

(2) A request for establishment of a 
color additive advisory committee is to 
be made in accordance with § 10.30. The 
Commissioner may deny any petition if 
inadequate grounds are stated for es-
tablishing a color additive advisory 
committee. A request for establish-
ment of a color additive advisory com-
mittee may not rest on mere allega-
tions or denials, but must set forth spe-
cific facts showing that there is a gen-
uine and substantial issue of fact that 
requires scientific judgment and justi-
fies a hearing before a color additive 
advisory committee. When it conclu-
sively appears from the request for a 
color additive advisory committee that 
the matter is premature or that it does 
not involve an issue arising under sec-
tion 721(b)(5)(B) of the act or that there 
is no genuine and substantial issue of 
fact requiring scientific judgment, or 
for any other reason a color additive 
advisory committee is not justified, 
the Commissioner may deny the estab-
lishment of a color additive advisory 
committee. 

(3) Establishment of a color additive 
advisory committee on the request of 
an interested person is conditioned 
upon receipt of the application fee 
specified in § 14.155. 

(4) Any person adversely affected 
may request referral of the matter to a 
color additive advisory committee at 
any time before, or within 30 days 
after, publication of an order of the 
Commissioner acting upon a color ad-
ditive petition or proposal. 

§ 14.142 Functions of a color additive 
advisory committee. 

(a) A color additive advisory com-
mittee reviews all available informa-
tion relating to the matter referred to 
it, including all information contained 
in any pertinent color additive petition 
and in FDA files. All information re-
viewed is placed on public display and 
is available for review at the office of 
the Division of Dockets Management. 

(b) The Commissioner specifies to the 
color additive advisory committee, in 
writing, the issues on which review and 
recommendations are requested. 

(c) The date of the first meeting of a 
color additive advisory committee, fol-
lowing receipt of the administrative 
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